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Intermediate: Material that must undergo further manufacturing steps before it becomes an
excipient.

rRiEA

Internal Audit: An audit conducted by an employee of the organization or by an individual
from outside the organization, but on behalf of the organization, to determine the
effectiveness of a system. (See: Audit, External Audit, and Third-Party Audit).

NEBEEE ‘

International Nonproprietary Name: International Nonproprietary Names (INN) facilitate the
identification of pharmaceutical substances or active pharmaceutical ingredients. Each INN is
a unique name that is globally recognized and is public property. A nonproprietary name also
is known as a generic name.

ERMAER—RAT

ISO: International Organization for Standardization.

1SO :EZ4 b iE

Lot: See Batch.
Ovbk : NyFESRE

Labeling: The affixing to a container or vessel of a tag or document that contains information
about that container and its contents.
SRYY

Manufacturer/Manufacturing Process: All operations of receipt of materials, production,
packaging, repackaging, labeling, relabeling, quality control, release, and storage of
excipients and related controls.

HEE /BETHE

Master Production Instruction (Master Production and Control Record): Documentation that
describes the manufacture of the excipient from raw material to completion.
BLERRIERA

Material: A general term used to denote raw materials (starting materials, reagents, and

solvents), process aids, intermediates, excipients, packaging, and labeling materials.

FEaE - ERE (MEEN. SE, B . nI@EBH. hRF. EERHNR. aERU
SAYUFIZRAVWLh S —RERAE.

Nonconforming Material: A material that is deficient in a characteristic, product specification,

process parameter, record, or procedure that renders its quality unacceptable,

indeterminate, or not according to specified requirements.
FEE M
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OASIS: Operational and Administrative System for Import Support.
OASIS

Original Excipient Manufacturer: Organization responsible for manufacturing, under
appropriate GMPs, the excipient(s) distributed and addressed by this chapter.
U OFIVEERRMFISEEE

Packaging/Repackaging Distributor: A distributor who transfers products from the original
packaging or transport vessel(s) provided by the original manufacturer into alternative
packaging and sells the products in the alternative packages. See Distributor and Repackager.
ING ITERGEER

Primary Container-Closure System: The packaging components that come into direct contact
with the excipient in the closed, sealed package during storage and transport.

—REE-TEE AT L

Packaging Material: A material intended to protect an intermediate or excipient during
storage and transport.

B

Packaging: The container and its components that hold the excipient for storage and transport
to the customer.

2k
Pass-Through Distributor: See Closed-Container Distributor.

PN: Prior notice.

PN : EFHEK

PNSI: Prior Notice Systems Interface.
PNSI : EEEMIRTLSAVE—Tz—R

Primary, Secondary Packaging: See Packaging/Repackaging Distributor and Primary Container-
Closure System. Packaging materials which do not come into contact with the excipient
during the normal course of storage and transport of the excipient.

-k, ZhkaE

Production: Operations involved in the preparation of an excipient from receipt of raw
materials through processing and packaging of the excipient.
AE RHEOZEMNCHETIRLGEICEIEESFMBNOFRIZE EN BRI,

QbD (Quality by Design): A systematic approach to pharmaceutical development that begins
with predefined objectives and emphasizes product and process understanding and process
control based on sound science and quality risk management. It means designing and
developing products and manufacturing processes to ensure a predefined quality.

QD (D HYTAaNATHFALD)
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QMS: Quality management system.
QMS REBEIR—V AR TL

Quality Assurance (QA): The total of the organized arrangements made to ensure that all
excipients are of the quality required for their intended use and that quality systems are
maintained. See Quality Unit.

RERIE (QA) :

Quality Control (QC): Checking or testing that specifications are met. See Quality Unit.
mEEE QO :

Quality, Critical: Describes a material, process step or process condition, test requirement, or
any other relevant parameter that directly influences the quality attributes of the excipient
and that must be controlled within predetermined criteria.

REICEER

Quality Management System (QMS): Management system that directs and controls a
pharmaceutical company with regard to quality.
MBEIR—T A MR T L (QMS)

Quality Manual: Describes the elements of the QMS and includes the quality organizational
structure, written policies, procedures, and processes or references to them, and a
description of departmental functions as they relate to the policies, procedures, and
processes. Document specifying the quality management system of an organization.
mBEY=aTI

Quality Unit: See also: Quality Control and Quality Assurance. A group within a larger
organization that is responsible for monitoring and ensuring all aspects of quality. Current
industry practice generally divides the responsibilities of the quality control unit (QCU), as
defined in the cGMP regulations, between quality control (QC) and quality assurance (QA)
functions. QC usually involves (1) assessing the suitability of incoming components,
containers, closures, labeling, in-process materials, and the finished products; (2) evaluating
the performance of the manufacturing process to ensure adherence to proper specifications
and limits; and (3) determining the acceptability of each batch for release. QA primarily
involves (1) review and approval of all procedures related to production and maintenance, (2)
review of associated records, and (3) auditing and performing/evaluating trend analyses.

RERM (REEEREEM)

Quarantine: The status of materials isolated physically or by other effective means pending a
decision about their subsequent approval or rejection.

RHMRE (R -

Raw Material: A general term used to denote starting materials, reagents, and solvents

intended for use in the production of intermediates or excipients.

EE
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Recall: See Retrieval.
)a—JL

Record: A document stating results achieved or providing evidence of activities performed.
The medium can be paper, magnetic, electronic or optical, photographic, another medium, or
a combination thereof.

EfE 5

Reevaluation Date (Retest Date, Re-evaluation Interval): The date when the material should
be reexamined to ensure that it is still in conformity with the specification.
BFHMEA

Recommended Re-evaluation Date: The date suggested by the supplier when the material
should be re-evaluated to ensure continued compliance with specifications. It differs from the
Expiration Date because the excipient can be re-evaluated to extend the length of time the
material can be used, if supported by the results of the evaluation and appropriate stability
data.

HEBETEA

Repackager: A person or organizétion that takes an excipient from the original manufacturer's
container and repackages it into different containers. See also Distributor and
Packaging/Repackaging Distributor.

HEOBAXEE

Repackaging: Removal of the excipient from its original container (combination of secondary
and/or primary packaging), and transfer to another container.
EOBZ

Reprocessing: Introduction of previously processed material that did not conform to standards
or specifications back into the process and repetition of one or more necessary steps that are
part of the normal manufacturing process.

BmT

Retrieval (Recall): Process for the removal of an excipient from the distribution chain.
B (Ua—L) :

Reworking: Subjecting previously processed material that did not conform to standards or
specifications to processing steps that differ from the normal process.
BuoE

Secondary, Primary Packaging: See Primary, Secondary Packaging.

IR, —RAE . —R, ZREEESHE,

Senior Management: See Top Management.
EHREEE © ~ryITIR—TAVLESE,
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Significant Change: A change that alters an excipient’s physical or chemical property from the
norm or that is likely to alter the excipient's performance in the dosage form.

EXLER

Specification: The quality parameters to which the excipient, component, or intermediate
must conform and that serve as a basis for quality evaluation.

Mtk

Stability: Continued conformity of the excipient to its specifications.

REMN

Stable Process: A process whose output, regardless of the nature of the processing (batch or
continuous), can be demonstrated by appropriate means to show a level of variability that
consistently meets all aspects of the stated specification (both USP and customer
specifications) and thus is acceptable for its intended use.

RELIRE

Subcontractor: A person or organization that undertakes work or services on behalf of a
different person or organization that in turn is contracted to undertake work or provide
services from the original contract giver.

BER (FHET) %5

Supplier's Certification Documentation: Specific information and data associated with a single
batch of an excipient. Its accuracy is certified by the business entity that has had control of
the same single batch of excipient. Supplier's Certification Documentation includes both
quality and supply chain data and information. The methods and processes that derive the
included data and information should be understood and controlled, and all data and
information sources should be traceable. All entities that take possession and responsibility
for the excipient batch should provide Supplier's Certification Documentation including the
original excipient manufacturer, all distributors, and all repackagers. Special attention and
clarity should be applied within the Supplier's Certification Documentation in any event that
breaches the original manufacturer's packaging and/or labels (including addition of new
labels).

Third-Party Audit: An audit conducted by an individual from outside the organization and who
is neither a supplier nor customer of the organization, e.g., a certification body, to determine
the effectiveness of a system.

E=FHE

Top Management: Person or group of people who direct and control an organization at the
highest level. The highest level can be at either the site level or the corporate level and
depends on how the quality management system is organized.

by TIR—U AU

Traceability: Ability to determine the history, application, or location that is under
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consideration, e.g., origin of materials and parts, processing history, or distribution of the
product after delivery.
FL—HEY T4 GEBEFRTREN) :

Trader: An entity that buys products from a manufacturer, may or may not take possession of
the products, and resells them to another party or parties.

Note: In the case of traders, the sale usually is made before product purchase.

FL—4—

User: A person or organization that uses pharmaceutical excipients to manufacture
pharmaceutical intermediates or finished products.
3—H—

Validation: A documented program that provides a high degree of assurance that a specific
process, method, or system will consistently produce a result meeting predetermined
acceptance criteria.

NYy5F—ay

[X]
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11 FDA. Operational and Administrative System for Import Support (OASIS). 2009.
http://www.fda.gov/Forlndustry/ImportProgram/AdmissibilityDeterminationsforShipmentsofF
oreign-originOASIS/ucm077691.htm (Accessed June 6, 2011).

Auxiliary Information- Please check for your question in the
FAQs<http://www.uspnf.com/uspnf/scienceFAQ.html> before contacting USP.
Topic/Question Contact Expert Committee

General Chapter Galina Holloway, Ph.D.<mailto:GVH®@usp.org>

Scientific Liaison

(301) 816-8133 (GCPA2010) General Chapters - Physical Analysis

USP37-NF32 Page 1113

Pharmacopeial Forum: Volume No. 38(6)
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